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Response to Amendment 

The Request for Continued Examination and the accompanied amendment filed 
July 12, 2006 have been entered. Claims 1-28 and 41-49 remain withdrawn from 
consideration for being directed to a non-elected invention. Claim 51 has been newly 
added. Claims 1-51 are currently pending, of which claims 29-40,50 and 51 are being 
considered for further examination on the merits. 

Claim Rejections • 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 29-34, 37-40,50 and 51 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Carpentier et al. (USPN 6,039,759, as cited in last office action) 

further in view of either of Hanson et al [4276658] or Bokros [4178639]. 

Carpentier et al. discloses a trileaflet prosthetic valve with all the elements of 

claim 29. See Figs. 21-23 and column 13, lines 7-58 for a trileaflet prosthetic valve 

(510) comprising an annular valve body (512) having an inner surface and being 

disposed around a central axis. Three substantially identical leaflets (526, 527, 528) 

are mounted in the annular valve body (512) and are configured to translate between a 

closed position impeding blood flow through the valve and an open position allowing 
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blood flow therethrough. The annular body (512) has three pairs of symmetrically 
placed hinges (522, 524) spaced around on one side (the inside) of the annular body 
(512) for pivotally supporting the leaflets (526. 527, 528). Each hinge (522, 524), due 
its shape, has a plane of symmetry containing the central axis and an opening in the 
form of a recess. Each of the leaflets have opposed ears (530, 532) for engaging the 
hinges (522, 524) and a flat edge adjacent each of the ears for engaging a surface 
segment. While Carpentier et al discloses the hinges to be formed in the valve body, 
each of Bokros and Hanson et al illustrate and teach forming the hinges on a hinge 
structure extended from the rim of the annular body. To move the hinge member to an 
extension member on the rim of Carpentier et al to avoid potential blood stagnation 
which could lead to clotting of the blood, would have been obvious from the teachings 
of either of Hanson or Bokros. 

Claims 30 and 33, see Figs. 21 and 23 for each of the leaflets (526, 527, 528) 
further comprising a central surface having a curved outer edge (538) for engaging the 
inner surface of said annular body (512), an obliquely angled inner edge (536) for 
engaging adjacent leaflets, and two flat segments adjacent to each ear (530, 532) to 
guide the motion of the leaflet. 

Claim 31, see Figs. 12-14. The shape of the hinge (522, 524) includes surfaces 
that provide as stop means for arresting movement of the leaflets. 

Claim 32, see Fig. 21 for at least three supports (514') for guiding the leaflets 
(526, 527, 528), each of the supports comprising two flat planes (514") on the inner 
surface of the support. 
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Claim 34, see column 6, lines 64-65 for the valve body being fonned from 
pyrolytic carbon and the leaflet substrates being formed from metal (titanium). 

Claim 37 recites only an intended use limitation. A recitation of the intended use 
of the claimed invention must result in a structural difference between the claimed 
invention and the prior art in order to patentably distinguish the claimed invention from 
the prior art. If the prior art structure is capable of perfomriing the intended use, then it 
meets the claim. In a claim drawn to a process of making, the intended use must result 
in a manipulative difference as compared to the prior art. See In re Casey, 370 F.2d 
576, 152 USPQ 235 (CCPA 1967) and In re Otto, 312 F.2d 937, 939, 136 USPQ 458. 
459 (CCPA 1963). Because the trileaflet prosthetic valve of Carpentier et al. is a 
prosthetic heart valve, it is capable of being implanted into a system of heart valves. 

Claim 38, see Figs. 12-14 for the Internal opening shape of the hinges being 
butterfly, or column 13, line 21 for the opening of the hinges (522, 524) being wing- 
shaped (triangular). 

Claim 39, see Figs. 12-14 for the bottom of the hinges being a spherical 
depression, as best understood by the examiner. 

Claim 40, see column 13, line 21 ; because the hinges (522, 524) are wing- 
shaped, the bottoms of the hinges will be half-open. 

Claim 50 does not necessarily further limit the invention. The claim Is dependent 
on claim 34, which has a listing of materials from which the valve body and the leaflets 
can be made. In an embodiment wherein the valve body Is made from pyrolytic carbon 
and the leaflets are made from metal, such as in the invention disclosed by Carpentier 
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et al., further limiting the carbon composite material does nothing to limit the 
embodiment at issue. The examiner suggests amending claim 50 to first limit the 
material to a carbon composite, and then further limit the carbon composite as set forth 
in the claim. 

Claims 35,36 and 51 are rejected under 36 U.S.C. 103(a) as being unpatentable 
over Carpentier et al In view of either of Hanson et al [4276658] or Bokros [4178639] as 
applied to claim 29 above, and further in view of Bokros et al (3685059). 
While it is not clear if the prior arts to Hanson et al, Bokros or Carpentier et al utilizes 
nano sized particles in engineering the pyrolytic carbon that forms the basic valve, 
Bokros, et al '059 teaches that nano sized particles are used in the fabrication of the 
valve and the coating. If not inherent in Carpentier et al, the use or to use nano sized 
particles in the fabrication of the matrix or as a coating for the valve body would have 
been obvious to one with ordinary skill in the art from the teachings of Bokros'059. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to DAVID J. ISABELLA whose telephone number is 571- 

272- 4749. The examiner can normally be reached on MONDAY-FRIDAY. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, CORRINE MCDERMOTT can be reached on 571-272-4754. The fax phone 
number for the organization where this application or proceeding is assigned Is 571- 

273- 8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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